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The SQS herewith attests that the organisation named below has a management system that meets the requirements of 
the normative basis mentioned.

Tegra Medical
402, Zona Franca Global Park
La Aurora de Heredia 40104
Costa Rica

Further sites according to appendix

Scope

Manufacturing of non-active instruments and active
devices for stimulation and active surgical devices, as
well as manufacturing of components, machining of
metal components and provision of sub-assemblies
for the medical device industry

Normative basis

EN ISO 13485:2016 Medical devices – Quality Management System
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Tegra Medical
402, Zona Franca Global Park
La Aurora de Heredia 40104
Costa Rica

Central Function Scope Norm / Revision Reg. no. Validity

Tegra Medical
402, Zona Franca Global Park
La Aurora de Heredia 40104
Costa Rica

Manufacturing of non-active instruments and active 
devices for stimulation and active surgical devices, as well 
as manufacturing of components, machining of metal com-
ponents and provision of sub-assemblies for the medical 
device industry

EN ISO 13485:2016 H47235 23.05.2023 
22.05.2026

Locations Scope Norm / Revision Reg. no. Validity

Tegra Medical
602, Zona Franca Global Park
La Aurora de Heredia 40104
Costa Rica

Manufacturing of non-active instruments and active 
devices for stimulation and active surgical devices, as 
well as manufacturing of components, machining of metal 
components and provision of sub-assemblies for the medi-
cal device industry

EN ISO 13485:2016 H47235 23.05.2023 
22.05.2026

Appendix
Appendix of main certificate H47235
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